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CONG TY CP DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG UONG 2 DPoc 1ap — Tw do — Hanh phiic

prTOPRARMA  S6: A0S /DL2-TBV TP. Hé Chi Minh, ngay 07 thdng 03 ndm 2024
V/v: cung tg san pham Exforge
HCT 5mg véi s6 ddng ki gia han
theo cdu cdu triic méi

Kinh giri: SO Y TE TINH BINH PHUGC

Truée tién, Cong ty C6 phin Duge Liéu Trung Uong 2 xin cam on su hd trg va hop tac
cia Quy S¢ Y té dbi v6i cong ty ching toi. Trong nhiéu nam lién, c4c san phdm cia cong ty
ching t6i da duge Quy S Y té tin tudng va st dung dé diéu tri cho bénh nhén.

Lién quan dén viéc cung tng sin phim Exforge HCT 5mg/160mg/12.5mg, trudec do
chiing t6i da cung ung theo hop ddng thau cho san phim véi sé dang ki da cép 1a VN-19289-
15. Tuy nhién, sdp téi ching toi c6 ké hoach s& tiép tuc cung {ing san phim véi sé dang ki gia
han theo c4u cdu triic méi 1a 840110079223.

Trude hét chung t6i xin khing dinh ca 2 sé dang ky nay déu dugc cép cho cling mot san
phim Exforge HCT 5mg/160mg/12.5mg (san xuét boi Siegfried Barbera, S.L., Tay Ban Nha),
chi thay ddi c4u tric sé ding ky sau khi san pham dugc gia han gidy dang ky hru hanh theo
quy dinh cua Phu luc VI ban hanh kém thong tu s6 08/2022/TT-BYT.

Trong Piéu 3 ctia Quyét dinh 226/QD-QLD ngay 3/4/2023 vé viéc ban hanh danh muc
thubc nude ngoai duoc gia han gidy ding ki luu hanh tai Viét Nam dot 113 (trong do6 c6 san
pham Exforge HCT 5mg/160mg/12.5mg v&i sé dang ki gia han / sé dang ki da cép lan luot
1a 840110079223 / VN-19289-15) c6 ghi cu thé "Cac thudc dugc gia han gidy ding ky luu
hanh tai Quyét dinh nay dugc tiép tuc sir dung sé dang ky da cép trude khi gia han trong thoi
han t8i da 12 théang ké tir ngay dugc cp s ding ky gia han theo quy dinh tai Phu luc VI ban
hanh kém theo Thong tu s 08/2022/TT-BYT". Nhu vay, & thoi diém hién tai, trudc mde thoi
gian tbi da 12 thang ké tir ngay dugc cAp sb dang ki gia han, v6i nd luc ciia minh, ching t6i
da c6 thé cung cip san phim Exforge HCT 5mg/160mg/12.5mg véi sb dang ki gia han theo
dtng tinh thin va huéng din cia Quyét dinh 226/QD-QLD.

Ngoai ra, san pham Exforge HCT 5mg/160mg/12.5mg ciing da dugc cép nhit trong
Quyét dinh 805/QD-QLD ngay 1/11/2023 v& viéc cong bd danh muc biét duge gbc - Dot 4
v6i ca sb dang ki gia han (840110079223) va sé ding ki da cip (VN-19289-15).

Ching t6i rat mong nhan dugc su hd trg va hop tac ctia Quy S Y té, hy vong méi quan
hé giita Quy S& Y té va Cong ty C4 Phin Dugc Liéu Trung Uong 2 ngay cang t6t dep.

Trén trong cam on.
Noi nhan:

-Nhur trén;
-Luvu VT

Hoang Vin Phac
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
QUAN LY DUQC DPéc lap - Twdo - Hanh phic
/QP-QLD Ha Ngi, ngay03 thang04ndim 2023
QUYET PINH

Veé viée ban hanh danh muyc 182 thudc nwéc ngoai
dwoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Cén cir Ludt Duge sé 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cdu té chirc ciia B6 Y 1é;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B truong Bo Y

té quy dinh chirc ndng, nhiém vu, quyén han va co cdu 16 chiec ciia Cuc Quadn Iy
Dueoc thudc BS Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ctia Bé trucng Bo Y
té quy dinh viéc dang kp heu hanh thudc, nguyén liéu lam thuéc;

Cdn cir y kién cua Hoi c?’ong tw vén cdp gidy ding ky heu hanh thuéc,
nguyén liéu lam thuéc - B6 Y té;

Theo dé nghi ciia Truong phong Dang ky thuoc - Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 182 thuoc nudce
ngoai duoc gia han gidy ddng ky luu hanh tai Viét Nam - Dot 113, bao gbm:

1. Danh muc 166 thudc nuéc ngoai duoc gia han gidy ding ky luu hanh
hiéu luc 05 nam - Dot 113 (tai Phu luc I kém theo).

2. Danh muc 12 thudc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 ndm - Dot 113 (tai Phu luc II kém theo).

3. Danh myc 04 thudc nuéc ngodi duge gia han gidy ding ky luu hanh

dén 31/12/2025 - Dot 113 (tai Phu luc 111 kém theo).

Didu 2. Co sd san xuét va co sé ding ky thude cé trach nhiém:

1. Cung cép thubc vao Viét Nam theo dung cac ho so tai liéu da déang ky
v6i BO Y té va phai in hodc dan s ding ky dugec B6 Y té cAp 1én nhin thude.

2. Chép hanh day da phdp luét cia nuéc CHXHCN Viét Nam va cac quy
dinh ciia BO Y té vé& nhap khau thudc va Ivu hanh thudce tai Viét Nam, néu c6 bét
clr thay ddi gi trong qua trinh luu hanh thubc & nuge so tai va & Viét Nam thi
phaéi bao céo ngay cho Cuc Quén ly Dugc-Bo Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chuén chét lugng cua thudc theo quy dinh



tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia BS trudng B6 Y té quy
dinh vé& chét luong thudc, nguyén liéu lam thudc.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay nhung

chua nop hd so cdp nhat ndi dung nhén thudc, t& huéng dan sir dung thude theo

quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y

té thi phai thuc hién viéc cdp nhét theo quy dinh tai diém b Khoan 1 Piéu 37

Thong tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc
gia han gidy dang ky luu hanh tai Quyét dinh nay c6 thay dbi vé noi dung hanh
chinh (bao gém ca mdu nhan va 1o huémg dan st dung) phai nhdp khau, luu
hanh véi cdc ndi dung da dugc phé duyét thay ddi trong hé so diang ky gia han.

6. Ph01 hop véi cdc co s6 diéu trj dé thuc hién theo ding cdc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong
mudn ciia thudc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai
Pidu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B truong Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc dbi véi céce thube
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7.Co sd dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudng hop khong con déap umg du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thuc hién thay d6i co s& diang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B9 trudng Bo Y t€ trong thoi han 30
ngay ké tir ngay co s& ding ky khong con du diéu kién hoat dong.

8. Co s& dang ky thuoc phai bdo cao B4 Y té vé cap nhat tinh trang dap
tng Thuc hanh tét san xuat clia co s¢ san xuét thudc, nguyén liéu lam thubc.
Trudng hop co s& san xudt bi thu hdi gidy phép san xuit hoic khong dap tmg
Thuc hanh tét san xuit thudc, nguyén liéu 1am thudc & nuéc s& tai, co s& phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan ly cé tham quyén nudc s tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi
tiét mot sé diéu va bién phép thi hanh Luat Duge.

9. Pbi véi thude c6 sb thir tu 29 tai Phu luc I c6 dé nghi thay d6i mau
nhén, hudng dan sir dung trong hd so dang ky gia han: Co s& dang ky thuc hién
thii tuc dé nghi thay di mau nhan, to huéng dan sir dung theo hinh thirc dang ky
thay ddi bd sung sau khi Quyét dinh niy c6 hiéu luc.

Dleu 3. Céc thuoc dugce gia han glay dang ky luu hanh tai Quyét dinh nay
dugc tiép tuc sir dung sé dang ky da cap trudce khi gia han trong thoi han t6i da

12 théng ké tir ngay dugc cap sO dang ky gia han theo quy dinh tai Phu luc VI
ban hanh k&m theo Thong tu s 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.



Piéu 5. Giam dbc S& Y té c4c tinh, thanh phé truc thude trung wong, gidm
doc nha san xuat va co s& ding ky c6 thudc tai Diéu 1 chiju trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhin:

- Nhu Diéu 5;

- Bo trudng (8 blc);

- TTr. D3 Xuén Tuyén (dé b/c);

- Cuc Quin Y - Bo Quéc phong, Cuc Y té - Bo Cong
an; Cuc Y té GTVT - B) Giao thong vén tai; Téng
Cuc Hai quan - B Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra B9.

- S3 Y té céc tinh, thanh phé truc thude Trung wong;
- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Duge VN-CTCP; Cic Cong ty XNK
duoc phém;

- Céc Bénh vién & Vién c¢6 giudng bénh truc thude
BYT;

- Cédc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).
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DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

' TAI VIET NAM HIEU LUC 5 NAM - POT 113

(Ban hanh kém theo quyét dinh so:

226 /OP-QLD, ngay03..04../2023 ciia Cuc Qudn Iy Duroc)

STT | Ténthudc | Hoat chitchinh | Dang | Quycach | Tiéu | Tuéi S6 ding ky So
— Ham luwgng bao ché | donggoi | chudn | tho gia han lin
(thang) | (So dingky | gia
da cip) han
1) (2) 3 “) 3) (6) @) (8) 9)
1. Co sé diang ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuat: ACS Dobfar S.p.A. (Pia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

1 Ceclor Cefaclor Cém pha | Hop 1 1o NSX 24 800110067023 01
125mg/Sml (dudi hc:gn dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydrate)

1.2. Co sé san xuit: GE Healthcare Ireland Limited (Dja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland)

2 Omnipaque | Iohexol Dung Hoép 10 NSX 36 539110067123 | 01
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong lod 100ml
350mg/ml

3 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067223 01
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co s& dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé san xuét: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hoép 20 NSX 24 870100067323 | 01
10g/15ml diph g6i x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone Viénnén | Hop 1 vix | NSX 60 870110067423 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 01

1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg




STT | Tén thube | Hoat chit chinh Dang Quy cich | Tiéu | Tudi So diing ky Sé
— Ham luwgng bao ché | dénggoi | chudn | tho gia han lan

(thdng) | (Sodingky | gia
da cép) han

1) 2) 3) 4 (5) (6) () ) 9)

51. Co sé dang ky: Novartis (Singapore) Pte Ltd (Dja chi: 10 Collyer Quay, # 10-01, Ocean

Financial Centre Singapore (049315), Singapore)

51.1. Co s& san xuat: Sandoz Private Limited (Dja chi: MIDC, Plot No. 8-A/2, 8-B; T.T.C Ind. Area,

Kalwe Block, 400708 Navi Mumbai, India)

121 | Micocept Mycophenolate Viénnén | Hop 3 vix [ NSX 24 890114079023 | 01
500mg mofetil 500mg bao phim | 10 vién (VN-17971-14)
52. Co sé ding ky: Novartis Pharma Services AG (Dia chi: Lichtstrasse 35, 4056 Basel,
Switzerland)
52.1. Co sé& san xuat: S.A. Alcon-Couvreur N.V (Dia chi: Rijksweg 14, 2870 Puurs, Belgium)
122 | Azarga Brinzolamide Hén dich | Hop 110 NSX 24 540110079123 | 01
10mg/ml; Timolol | nhé mat | Sml (VN-17810-14)

(dudi dang Timolol
maleate) Smg/ml

52.2. Co s& san xuat: Siegfried Barbera, S.L. (Dja chi: Ronda de Santa Maria 158 08210 Barbera
del Vallés, Barcelona, Spain)

123 | Exforge Amlodipin (dudi Vién |Hop4vix [ NSX 24 840110079223 | 01
HCT dang Amlodipin nén 7 vién (VN-19289-15)
Smg/160mg | besilate) Smg; bao
/12.5mg Valsartan 160mg; phim

Hydrochlorothiazide
12,5mg

53. Co s& ding ky: Organon Hong Kong Limited (Dja chi: Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kong)
53.1. Co s& sian xuat: Patheon Manufacturing Services LLC (Pia chi: 5900 Martin Luther King,

Jr. Highway Greenville, North Carolina 27834, USA)
Co s& déng goi so cap: Merck Sharp & Dohme Corp (Dja chi: 4633 Merck Road, Wilson, North

Carolina 27893, USA)

Co sé dong g6i thir cip: Merck Sharp & Dohme B.V (Dja chi: Waarderweg 39, 2031 BN Haarlem,

The Netherlands)
124 | Singulair Montelukast (dudi Cg‘)m Hop 28 NSX 24 001110079323 01
dang Montelukast | uéng g6i (VN-20814-17)
natri) 4mg

54. Co sé diing ky: Otsuka Pharmaceutical Co., Ltd. (Dja chi: 2-9 Kanda Tsukasamachi, Chiyoda-

ku, Tokyo, Japan)
54.1. Co s& san xuit: Korea Otsuka Pharmaceutical Co., Ltd. (Pia chi: 27, Jeyakgongdan 3-gil,

Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

125 | Pletaal Cilostazol 100mg | Vién nén | Hop 10 vi JP 36 880110079423 | 01
tablets x 10 vién hién (VN-20590-17)
100mg hanh
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STT | Tén thudc | Hoat chit chinh Dang | Quy cich | Tiéu Tudi S6 ding ky S6
- Ham lrong bao ché | déng goi chuén tho gla han lan
(thang) | (SO dang ky gia
da clp) han
@) 2) 3 @ 3) (6) ) 8) (&)
165 | Forair 125 | Salmeterol (duéi | Thudc Hop 1 NSX 24 890110083423 01
dang Salmeterol | xit phun | binh xit (VN-15746-12)
xinafoate) 25mcg; | ml 120 lieu
Fluticasone
propionate
125mcg
166 | Forair 250 | Salmeterol (duéi | Thudc Hép 1 NSX 24 890110083523 | 01
dang Salmeterol | xit phun | binh xit (VN-15747-12)
xinafoate) 25mcg; | mu 120 liéu
Fluticasone
propionate
250mcg
Ghi chu:

1. Cdch ghi tiéu chudn chit lugng thube tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt ( TCNSX), Tiéu chuén co 6 (TCCS), In-house c6 y
nghia tuomg duwong nhau, la tiéu chudn chdt lugng thudc do co s& san xudt xdy dung va déu cé thé
dugc ghi trén nhan thuéc.
- Cdch viét tit cdc tiéu chudn chat luo’ng duoc dién: Dugc dién Viét Nam (DDVN) Dugc dién Anh
(BP), Dwoc dién My (USP), Dupc dién Nhét Ban (JP), Dugce dién Trung Quéc (CP), Dugc dién Chéu
dau (EP) Ducge dién Quéoc 16 (IP)...
2. So dang ky tai cot (8):

- 86 ddng ky gia han la sé dang ky dugc cdp theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT
ngay 05/09/2022 ciia B truong B Y 1é quy dinh viéc ddng ky luwu hanh thuoc, nguyén liéu lam thuéc.

- 86 dang ky da cdp (duwgc ghi trong ngodc dom) la s6  ding ky dé dugc cdp trude khi thuée duoc gia

han theo quyét dinh nay.
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CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sé: 805 /QP-QLD Ha Ngi, ngay 01 thdng 11 ndm 2023
QUYET PINH

Vé viée cong bd Danh muc thude biét dirge gbc - Pot 4 nim 2023

CUC TRUONG CUC QUAN LY DUQC

Can ctk Ludt Duogc s6 105/2016/QH13 ngiy 06/04/2016;

Can cu Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phu quy
dinh chikc ndng, nhiém vu, quyén han va co cau t6 chirc ciia Bg Y té;

~ Can cir Thong tu s6 08/2022/T T-BYT ngay 05/9/2022 cua Bj truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;
Cdn cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua B¢ truéng B6 Y

1é quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc ciia Cuc Quan Iy
Duoc thuée Bé Y té;

Theo d@é nghi ctia Trueong phong Phong Dang ky thuéc - Cuc Quadn Iy Duoe.

QUYET PINH:

Didu 1. Cong bd Danh muc 66 thudc biét dugc gc")c Dot 4 - nam 2023 tai
Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh niy c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc S Y té céc tinh, thanh phé truc thudc Trung wong, céc
co s& kinh doanh dugc va Gidm déc co s& c6 thude néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu DBiéu 3;
- B9 truéng Dao Hong Lan (dé b/c); oo PHO cuc TRUONG

- Thir trudng DS Xuéin Tuyén (de blc);
- Cuc tru'omg Vii Tuan Cucmg (de b/c);

Y té GTVT - Bo Giao théng vén tai;
- Tong cuc Hai quan - B4 Tai chinh;
- Bio hiém X4 hoi Viét Nam;
-Bd Y té&: Vu Phép ché, Cuc QLKCB, Thanh tra Bo;
- C4c Vién: KN thuéc TW, KN thuéc TP. HCM;
- Trung tAm mua sm tap trung thudc qudc gia;
- Téng Cong ty Dugc Viét Nam- CTCP;
- Céc co s& kinh doanh duoc;
- C4c Bénh vién & Vién c6 giuvdng bénh truc thuéc B6 Y té;
- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;
- Luu: VT, PK (02b).

Nguyén Thanh Lim
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Phu luc

DANH MUC 66 THUOC BIET DUQC GOC PQT 4 - NAM 2023
(Kém theo Quyét dinh 56 805 /OP-QLD ngay 01 /11 /2023 ctia Cyc Quan ly Dugc)

R £ Hoat chit; Dang bao ché; £ s , . £ Dia chi co sé san Xuét/
SIT|  Teuthune Ham lirgng/ Nong @9 | Quy cach déng gbi So dang ky i Nudrc san xuat
1 | Alecensa Alectinib (dudi dang Vién nang cung; VN3-305-21 - Co s& san xuét: Excella |- Dia chi co s& san xuét:
Alectinib Hop 16n chira 4 hop GmbH & Co KG Niirnberger Strasse 12,
hydrochloride) 150mg | nhé x 7 vi x 8 vién - Co s& déng géi va xudt |90537 Feucht, Germany
xudéng: Delpharm Milano |- Dia chi co s¢ dong goi va
Sl xut xudng: Via Carnevale 1,
20090 Segrate (MI), Italy
2 | Alegysal Pemirolast kali Dung dich nhé mét; | 499110080723 Santen Pharmaceutical 2-14, Shikinami,
5mg/5m] Hép 1 1o 5Sml (SPK da cép: Co., Ltd. — Nha mdy Noto |Hodatsushimizu-cho, Hakui-
VN-17584-13) gun, Ishikawa, Japan
3 | Amlor Amlodipine (dudi dang | Vién nang cing 300110025623 Fareva Amboise Zone Industrielle, 29 route
Amlodipine besilate) Hop 3 vix 10 vién (SbK da cap: des Industries, 37530, Poce
Smg VN-20049-16) sur Cisse, France
4 | Arimidex Anastrozole 1mg Vién nén bao phim; | VN-19784-16 - Co s& san xuét: - Dia chi co s& san xuat: 587
Hop 2 vi x 14 vién AstraZeneca 0Old Baltimore Pike,
Pharmaceuticals LP; Newark, Delaware 19702,
- Co s¢ dong goi: USA;
AstraZeneca UK Limited |- Dia chi co s& dong goi:
Silk Road Business Park,
Macclesfield, Cheshire, SK
10 2NA, UK.
S | Augmentin Amoxicillin (duéi dang | Bot pha hdn dich VN-16487-13 Glaxo Wellcome ZI de la Peyenniére,
500mg/62,5mg | Amoxicillin trihydrate) ubng; Production Mayenne, 53100 - France
500mg; Hop 12 goi
Acid Clavulanic (dudi
dang Kali clavulanate)
62,5mg




n % Hoat chit; Dang bao ché; £ s ; - 4 Dia chi co 56 san xuit/
’ o N So ding k C :
STT| Tenthud¢ | gam lwgng/ Nong dg | Quy céch dong goi PR e s Nuge sin xuit
6 | Avodart Dutasteride 0,5mg Vién nang mém; VN-17445-13 Delpharm Poznan S.A.  |ul. Grunwaldzka 189, 60-
Hop 3 vix 10 vién 322 Poznan, Poland
7 | Betaloc Zok Metoprolol succinat Vién nén phéng VN-17243-13 AstraZeneca AB Gartunavagen, Sodertalje,
25mg (twrong duong voi thich kéo dai; 152 57, Thyy Pién
25mg metoprolol Hop 1 vix 14 vién
tartrat hodc 19,5mg
metoprolol) 23,75mg
8 | Betaloc Zok Metoprolol succinat Vién nén phéng 730110022123 AstraZeneca AB Gartunavagen, Sodertalje,
50mg (twrong duong vdi thich kéo dai; (SBK da cap: 152 57, Thuy Dién
50mg metoprolol Hop2vix 14 vién | VN-17244-13)
tartrate hodc 39mg
metoprolol) 47,5mg
9 | Ciprobay 500 | Ciprofloxacin Vién nén bao phim | VN-14009-11 Bayer AG Kaiser-Wilhelm-Allee,
hydrochloride, Hop 1 vix 10 vién; 51368 Leverkusen, Dac
Ciprofloxacin 500mg
10 | Cozaar 100mg | Losartan potassium Vién nén bao phim; | VN-20569-17 Organon Pharma (UK) Shotton Lane, Cramlington,
100mg Hop 3 vix 10 vién Limited Northumberland NE23 3JU-
nén bao phim Anh
11 | Cozaar SOmg | Losartan potassium Vién nén bao phim; | VN-20570-17 Organon Pharma (UK) Shotton Lane, Cramlington,
50mg Hop 2 vi x 14 vién Limited Northumberland NE23 3JU-
Anh
12 | Dalacin C Clindamycin (duéi Dung dich tiém; 540110178323 Pfizer Manufacturing Rijksweg 12, Puurs, 2870,
dang Clindamycin Hop 1 6ng 4ml (SPK da cip: Belgium NV Belgium
phosphate) 600mg/4ml VN-16855-13)
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n £ Hoat chﬁt; Dang bao ché; B o . I X Dia chi co sé san xuét/
STT| Ténthudc | gom ugng/ Nong dg | Quy cach donggoi | S°9Ang Cososin Nuge sin xudt
13 [ Eliquis Apixaban 2,5mg Vién nén bao phim; | VN2-615-17 - Co s& san xuét: Bristol- |- Pja chi co s& san xudt:
Hop 2 vi x 10 vién, Myers Squibb State Road No.3, km 77.5
Hop 6 vi x 10 vién Manufacturing Company |Humacao, 00791 Puerto
Unlimited Company Rico, USA
- Co s& dong gbi va xudt |- Dia chi co s& déng gbi va
xudng: Catalent Anagni xuit xudng: Localita
Sl Fontana del Ceraso SNC,
Strada Provinciale Casilina,
41, Anagni (FR), 03012,
Italy
14 | Eliquis Apixaban Smg Vién nén bao phim; | VN2-616-17 - Co s san xuét: Bristol- |- Dia chi co s& san xuat:
Hop 2 vi x 10 vién, Myers Squibb State Road No.3, km 77.5
Hop 6 vi x 10 vién Manufacturing Company |Humacao, 00791 Puerto
Unlimited Company Rico, USA
- Co s& dong goi va xudt |- Dia chi co s¢ dong g6i va
xuong: Catalent Anagni  |xuét xudng: Localita
S.r.l Fontana del Ceraso SNC,
Strada Provinciale Casilina,
41, Anagni (FR), 03012,
Italy
15 | Exforge HCT | Amlodipin (duéi dang | Vién nén bao phim; | 840110032023 Siegfried Barbera, S.L.  |Ronda de Santa Maria 158
10mg/160mg/1 | Amlodipin besilate) Hop 4 vix 7 vién (SbK da cép: 08210 Barbera del Valles,
2.5mg 10mg; Valsartan VN-19287-15) Barcelona, Spain
160mg;
Hydrochlorothiazide
12,5mg
16 | Exforge HCT | Amlodipin (dudi dang | Vién nén bao phim; | 840110079223 Siegfried Barbera, S.L.  |Ronda de Santa Maria 158
5mg/160mg/12 | Amlodipin besilate) Hop 4 vix 7 vién (SPK d cip: 08210 Barbera del Valles,
Smg Smg, Valsartan 160mg, VN-19289-15) Barcelona, Spain
Hydrochlorothiazide

12,5mg




